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ys)ne enzyme, 



Claim Rejections With Respeei to the Bernstein Reference \ 
The Examiner rejects claims 1-7, 1 1, 12, 18, 19, and 20 under 35 IJ.S.C. § 102(b) 
as anticipated by the disclosure of U.S. Pat. No. 4,770.853 to Bernstein. TThe Examiner 
asserts the Bernstein reference discloses a device for performing a rapid 
inmiunodiagnostic test for group A streptococci using a phage associated 
relying principally on the disclosure beginning on col. 5, line 55 . 

With respect to pending claims 1 1 . 12, and 1 8-20, Applicants resp(;ctfully 
traverse. The group C phase associated lysine enzyme disclosed by the B^mstcin 
reference in the example starting at col. 5, line 56 is not a bacteriophage a^ set forth in 
the rejected claims. Instead, the cited Bemstein example employs Suenzyni^ 
fragments and solubilizes the streptococci (see, e.g., line 57-58). The bacteriophage of 
the present invention are viruses that infect target bacteria and inject their pucleic acid 
into the bacteria. The bacteriophage do not appreciably fragment the host (bacteria. The 
claimed devices achieve a detection of the bacteria, in part by detecting th(! presence of 
this interaction. (See, e.g., the specification at pages 4-5). Because the Bejrnstein 
reference fails to teach or disclose the use of bacteriophage in such detection 
mechanisms^ Applicants respectfully assert rejected claims 11,12 and 1 8-^0 are 
patentable over its disclosure. 

Claim Rejections With Respect to the Gombrlch Reference 

The Examiner rejects claims 1-3, 6, 7, and 10 under 35 U,S,C, § 10t2(b) as 
anticipatedbythedisclosureofU.S, Pat, No. 5.573,951 (Gombrich et aL). The 
Examiner argues the Gombrich reference discloses a multi-chambered blood culture 
assay device in which some of the chambers are separated by a seal which is breached by 
rotation. 

Although Applicants have cancelled the rejected claims, Applicant^ offer the 
following comments with respect to application of the Gombrich reference to the newly 
presented claims. The Gombrich reference fails to teach a chamber construction where 
the chambers are separated by a seal which is activatable by rotation of the seal. 
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8 (amended). [Tlie device of claim 7] A device comprising at least two 



cliambers separated bv an aclivatable seal wherein upon activation of the 



chambers are in communication, wherein at least one chamber comprises 



assay reagent: wherein at least two of the chambers are separated bv a se il that rotates 



upon activation: and wherein a first chamber includes bacteriophage, a 
includes an antiviral agent, and a third chamber includes bacterial helper 



second chamber 



cells. 



28 (new). A device comprisini> at least two chambers scparal ed bv an 



activatablc seal wherein unon uclivation of the seal the two chambers are 



communication, wherein at least one chamber comprises a biological ass iv reagent. 



wherein the seal is activatable bv application of pressure to an outside wt iU of the device. 



and wherein the device and the chambers have essentiallv the same cross 



chambers 



29 (new). The device of claim 28 wherein at least one of the 
includes a liquid substance. 



30 (new). The device of claim 29 wherein upon activation of the seal the two 



chambers are in fluid communication. 



31 (new). The device of claim 28 wherein at least one of the 



includes a solid substance. 



seal the two 



abioloEical 



m 



-sectional shnne. 



chambers 



32 (new). The device of claim 3 1 wherein the solid substance is in the form 
of a powder. 



3 3 (new). The device of claim 28 wherein the biological assa v rca&cnt 
comprises bacterioohaige. bacterial helper cells, metabolic regulators, sele ctive agents. 
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proteins, antibodies, ciizvme substrates^ antiviral agents, dves, indicator (ihcmistries 



pigments, nutrients, or combinations thereof. 



34 (new), The device of claim 28 comprising at least three chambers 



wherein at least two of the chambers are separated by a seal that rotates ipon activation 



35 (new). The device of claim 28 wherein activation of the s^al comprises 
rotating the seal. 

36 (new), A device comprisint! at least two chambers separated bv an 
activatable seal wherein upon activation of the seal the two chambers are i 



m 



communication, wherein at least one chamber comprises a biological assiiv reaeehl and 



wherein activation of the seal comprises rotating the seal. 



37 (new). The device of claim 36 whcreinat least one of tlie 



chambers 



includes a liquid substance. 



3 8 (new)- The device of claim 37 wherein unon activation of the seal the two 



chambers are in fluid communication. 



39 (new). The device of claim 36 wherein at least one of the 



chambers 



includes a solid substance. 



40 (new). The device of claim 39 wherein the solid substanc^ is in the form 
of a powder. 

41 (new). The device of claim 36 wherein the biological assa^ reag ent 



comprises bacteriophoue, bacterial helper cells, mctqbolic regulators, selective agents 
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proteins, antibodies, enzvme substrates, antiviral agents, dvcs, indicator chemistries 



pigments, nutrients, or combinations thereof. 



42 (new). The device of claim 36 comprising at least three lambers. 



whereiti at least two of the chambers are separated bv a seal that rotates upon activation. 
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Applicants direct the Examiner's attention to Figures 6-8 of the Gombrichi 
Gombrich discloses a device having rotating chambers, not a seal that is 
rotation of the seal (see, e.g., col.7 lines 28-53). Moveover the device 
Figures 6-8 employ curved, fixed walls 140 and 142 that cannot be 
representing a seal activalable in the manner presently claimed; . 



reference,, 
^ctivatflble by 
depicted in 
characterized as a 



In view of the arguments and amendments offered herein, 
submit that the Examiner's grounds for objection and rejection are 
respectfully solicit reconsideration and withdrawal of the rcjcctions^and 
application. 

Respectfully submitted. 



Applicants respectfully 
overcdme and 

allowance of the 



Date: September 3 , 2002 



UcgisUalion No. 39,924 
Attorney for Applicants 
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P.O. Box 33427 
St, Paul, Minnesota 55 1 33-3427 
Telephone: (651) 736-4235 



-6- 



